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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including tlie fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 1/5/09 
has been entered. 

Claims 32-37, 39-41 , 49, 66 and 67 are pending. Claims 33, 34, 39, and 40, as 
well as the subject matter of claim 32 that is not directed to mammal, is withdrawn from 
consideration as being directed to non-elected subject matter. Claims 32, 35, 36, 37, 
41 , 49, 66, and 67 are under examination. 

Applicant's amendments and/or arguments filed 1/5/09, with respect to the 
rejection(s) of record have been fully considered and are persuasive. Therefore, these 
rejections have been withdrawn. However, upon further consideration, a new ground of 
rejection is applied as set forth below. 



New Objections/Rejections 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a whtten description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 32, 35-37, 41 , 49, 66, and 67 are rejected under 35 U.S.C. 112, first 
paragrapli, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. THIS IS A NEW 
MATTER REJECTION. 

Claim 32 is directed to a method of detecting PTGS of a target gene in a 
mammal comprising detecting the presence of SRMs in an organism "suspected that 
PTGS is occurring". 

The specification does not contemplate a limitation wherein the process is 
performed in an extract prepared from a mammal "suspected that PTGS is occurring". 

Claims 35-37, 41 , 49, 66, and 67 are rejected because they depend from claim 

32. The instant specification does not set forth a step of suspecting that PTGS is 

occurring, followed by actually detecting the presence of SRMs in the cellular extract. 

MPEP §2163.06 notes: 

If new matter is added to the claims, the examiner should reject the claims under 
35 U.S.C. 112, first paragraph - written description requirement. In re Rasmussen, 650 
F.2d 1 21 2, 21 1 USPQ 323 (CCPA 1 981 ). 

MPEP §2163.02 teaches that: 

Whenever the issue arises, the fundamental factual inquiry is whether a claim 
defines an invention that is clearly conveyed to those skilled in the art at the time the 
application was filed. ..If a claim is amended to include subject matter, limitations, or 
terminology not present in the application as filed, involving a departure from, addition 
to, or deletion from the disclosure of the application as filed, the examiner should 
conclude that the claimed subject matter is not described in that application. 
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A review of the specification does not reveal support for wliere tlie claim 
amendments are found. Should applicant disagree, applicants are encouraged to point 
out with particularity by page and line number where such support might exist for each 
claim limitation added in the amended claims filed on 5/9/08. 

There is no support for this claim limitation in the claimed priority documents. 
Therefore, the effective filing date of the instant claims is considered, for purposes of 
prior art, to be 3/22/04, which is the filing date of the instant application. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
mailing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 32, 35-37, 41 , 49, 66, and 67 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for the specific examples of 
the specification regarding PTGS detection, does not reasonably provide enablement 
for a method of detecting PTGS of any target gene in any mammal via the detection of 
any SRM with any degree of identity or similarity with the target gene. The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and/or use the invention commensurate in scope with these 
claims. 

Factors to be considered in a determination of lack of enablement include, but 
are not limited to: 

(A) The breadth of the claims; 
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(B) The nature of the invention; 

(C) The state of the prior art; 

(D) The level of one of ordinary skill; 

(E) The level of predictability in the art; 

(F) The amount of direction provided by the inventor; 

(G) The existence of working examples; and 

(H) The quantity of experimentation needed to make or use the invention based 
on the content of the disclosure. 

In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988) 

The instant claims are drawn to a method of detecting PTGS of a target gene in a 
mammal comprising detecting the presence of SRMs which are 20-30 nucleotides in 
length (SARM, SRM, or both) and determining any degree and type of similarity or 
identity between the SRM and the target. Applicant has not drawn a nexus between 
detection of such a broad genus of molecules with the actual detection of PTGS. 

The specification does not adequately demonstrate that detection of any SRM 
(SARM, SRM, or both) with any type and degree of similarity with any mammalian target 
would in fact result in detection of PTGS. 

For example, Elbashir et al. (The EMBO Journal, 2001 , 20(23), pages 6877- 
6888, of record and cited on the IDS filed on 7/20/07) teaches that the target recognition 
process of siRNA molecules is highly sequence specific, but not all positions of the 
siRNA contribute equally to the target recognition; mismatches in the center of the 
siRNA duplex prevented target RNA cleavage. Furthermore, Elbashir et al. teach that 
SiRNA molecules are double-stranded molecules 21-23 nucleotides in length and are 
the sequence-specific mediators of RNAi and PTGS (see abstract). 
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Therefore, it is established in the art that mismatches alter the activity of 
duplexed inhibitory dsRNA molecules and that it is duplexes of sense and antisense 21- 
23 nt in length RNA molecules that are the mediators of PTGS. However, the instant 
claims do not require detection of both SARMs and SRMs and do not require for the 
molecules to be duplexed. Since the instant molecules are not necessarily in a duplex 
form, it is unlikely that SRMs (SARMs, SRMs, or both) with a minimal level of "identity" 
or "similarity" with a mammalian target would in fact be predictors of PTGS. Therefore, 
the specification has not overcome the unpredictability of activity of sequence specific 
inhibitory molecules without reasonable specificity to the target; and has not 
demonstrated that detection of the instant genus of possible molecules would in fact be 
indicative of PTGS and is therefore not enabled over the instant claim scope. 

Furthermore, claim 32 clearly does not require the presence of SARMs and 
SRMs, as evidenced by dependent claims 36, 37, and 67. Although the specification 
sets forth examples wherein SARMs approximately 25 nucleotides in length were 
detected in cells that PTGS was occurring, the specification does not demonstrate that 
the detection of SRMs alone; or detection of SARMs and SRMs with no necessary 
relationship with each other would in fact be indicative of PTGS of any mammalian 
target gene. 

In fact, the instant specification does not demonstrate detection of SARMs, 
SRMs, or SARMS and SRMs specific for any mammalian gene with a correlation of 
PTGS but rather demonstrates detection of specific 25 nt SARMs in plants and 
hypothesizes that PTGS could occur in mammals that ingest the plant material. 
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Furthermore, the instant specification discloses "The precise role of 25 nt RNA in 
PTGS remains to be determined conclusively. However, as they are long enough to 
convey sequence specificity yet small enough to move through the plasmodesmata, it is 
probable that they are components of the systemic signal and specificity determinants 
of PTGS." (see page 27). Therefore, the specification sets forth that the role of the 
specific 25 nt SARMs that were detected in plants undergoing PTGS has not been 
determined and hypothesizes that such RNA molecules may be specificity determinants 
of PTGS. The teachings of the specification are not enabling for a broad method of 
detecting PTGS with such a broad genus of molecules that have not been associated 
with the presence of PTGS with regards to any mammalian target, wherein the claims 
read on the detection of any sense or antisense 20-30 mer degradation product, which 
would not be indicative of PTGS, and wherein the SARMs (SRMs, SARMs, or both) 
have any level and type of identity or similarity with the target gene. 

Given the teachings of the specification as discussed above, one skilled in the art 
could not predict a priori whether detection of any SARM (SRM alone, SARM alone, or 
both without any specific relationship to each other) would in fact indicate PTGS of any 
mammalian gene. To practice the claimed invention, one of skill in the art would have 
to de novo determine which SARMs with what type and level of identity or similarity to 
the target gene would in fact act as determinants for PTGS within the instant method. 
Without further guidance, one of skill in the art would have to practice a substantial 
amount of trial and error experimentation, an amount considered undue and not routine, 
to practice the instantly claimed invention. 
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A conclusion of lacl< of enablement means that, based on the evidence regarding 
each of the above factors, the specification, at the time the application was filed , 
would not have taught one skilled in the art how to make and/or use the full scope of 
the claimed invention without undue experimentation (see MPEP 2164.01(a)). 



Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AMY BOWMAN whose telephone number is (571)272- 
0755. The examiner can normally be reached on Monday-Thursday 6:00 - 4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James (Doug) Schultz can be reached on (571 ) 272-0763. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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